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(54) CONTROL SYSTEM FOR DATA ON DRUG TEST 

(57)Abstract: 

PROBLEM TO BE SOLVED: To provide a control system, for data on 
a drug test, in which an operation confirmation during a system 
operation is performed automatically and by which a GPL or the like 
can be guaranteed surely. 

SOLUTION: In this control system for data on a drug test, data on a 
change or the like in the symptom of a living body at a time when the 
living body is dosed with a drug is controlled. A procedure storage 
means 8 which stores the procedure of an operation confirmation is 
provided. A result storage means 1 1 which stores the result of the 
operation confirmation is provided. A confirmation execution means 9 
which automatically executes the operation confirmation according to 
the procedure of the operation confirmation stored in the procedure 
storage means 8 is provided. A result comparison means 10 by which 
the result of the operation confirmation by the confirmation execution 
means 9 is compared with the result of the operation confirmation 
stored in the result storage means 1 1 is provided. Thereby, from a 
second operation confirmation onward, the operation confirmation is 
performed automatically by the confirmation execution means 9, its 
result is compared with the result of an operation confirmation in an 
acceptance inspection stored in the result storage means 11, and an inspection result can be judged. 
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1 .This document has been translated by computer. So the translation may not reflect the original precisely. 
2.**** shows the word which can not be translated. 
3.1n the drawings, any words are not translated. 



CLAIMS 



[Claim(s)] 

[Claim 1] A procedure storage means to manage data, such as symptom change of the living body at the time 
of medicating a living body with a chemical, and to be a chemical trial data management system and to 
memorize the procedure of a check of operation, A check activation means to perform a check of operation 
automatically according to the procedure of the check of operation memorized by the storing means and the 
above-mentioned procedure storage means as a result of storing the result of the above-mentioned check of 
operation, The chemical trial data management system characterized by having the contrast means as a result 
of contrasting the result of the check of operation by the above-mentioned check activation means with the 
result of the check of operation in which it is stored by the result storing means. 

[Claim 2] The chemical trial data management system according to claim 1 which stores the result of the 
check of a result storing means of operation at the time of the above-mentioned system installation while 
memorizing the procedure of a check of operation in which a procedure storage means is performed at the 
time of system installation. 

[Claim 3] The chemical trial data management system according to claim 1 or 2 which is what is used for the 
toxicity test of the chemical using the animal as a living body. 



[Translation done.] 
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DETAILED DESCRIPTION 



[Detailed Description of the Invention] 
[0001] 

[Field of the Invention] This invention relates to the chemical trial data management system which records 

symptom change of the living body at the time of medicating a living body with a chemical etc. 

[0002] 

[Description of the Prior Art] In addition to this, checking them by the nonclinical test which uses animals, 
such as a rat and a mouse, before drugs, agricultural chemicals and a food additive, and safeties to the body, 
such as carcinogenic, toxicity, etc. of a chemical, go into a clinical trial although a clinical trial is performed in 
advance of marketing is performed. 

[0003] Safety tests, such as a chemical which used such an animal The single-dose toxicity study to which 
toxicity will occur if a medicine is prescribed for the patient how much per time, and the toxic description 
carries out something for whether being **, The repeated-dose toxicity study which clarifies the dosage and 
the toxic description that the dosage and a toxic change to which toxicity sees and is stopped at the time of 
repeated-dose administration see, and are not stopped, The reproduction test which clarifies effect affect 
reproduction of a parent animal, effect about next-generation generating, etc., The mutagenicity test which 
clarifies existence of the property which induces the matter which shows trauma nature to DNA, and mutation 
is begun, and various kinds of trials, such as a carcinogenicity trial, a skin sensitization test, skin 
photosensitization study, and dependence study, are performed. 

[0004] Each above-mentioned trial actually medicates an animal with a chemical, and is performed by analyzing 
the data which extracted by performing measurement of the amount of weight, food, water, urine, etc., 
biochemical inspection and hemology-inspection, observation of a clinical manifestation, various kinds of 
pathological findings, etc. 

[0005] Since such a safety test is performed in advance of the clinical trial which actually medicates the body 
with the chemical and performs it and the body is finally affected, it is necessary to understand correctly the 
effect a chemical affects a living body, and to analyze it. For this reason, the computer system has been used 
for record, and management and analysis of data from the former. 

[0006] As mentioned above, since chemicals including drugs are what affects the body, severe criteria are 
prepared in the data control of the above safety tests in each government office including the Ministry of 
Health and Welfare so that an alteration may not be added to data. Such a standard is named generically, and 
is called "GLP (Good Laboratory Practice)", and the computer system which manages data with a natural 
thing also needs to fulfill the standard of GLP. 

[0007] And although it cannot be overemphasized that the design of a system itself needs to conform to GLP, 
when the above-mentioned system introduces a system, it needs the check of operation at the time of the 
installation which checks whether GLP is suited and it operates certainly (acceptance inspection). In GLP, it is 
to be said that the defect of a system is in the acceptance side of a system, and importance is extremely 
attached to the acceptance inspection, the checks [ above on the other hand ] of operation — not only the 
time of installation but the inside of systems operation — every fixed period — or when some systems have 
version up, it must check suiting GLP and operating certainly again, must leave as a document, and must 
guarantee that there is no alteration not only in the alteration of data but in the system itself. 
[0008] 

[Problem(s) to be Solved by the Invention] 

[0009] However, by the conventional system, the check of operation had to take remarkable time amount and 
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time and effort, and it had to carry out over the time amount for three months or more at the staff of 2 - 
trinomina! in the usual system. For this reason, although the acceptance inspection at the time of system 
installation is conducted, once a system begins operation, the actual condition is that the periodical check of 
operation etc. was not performed at all. The software itself had become what also has the introductory, very 
high cost of a system from such a situation, in order that [ this ] at least update of operation system or other 
software which is not in cooperation might prepare a special-purpose machine substantially since a check of 
operation is needed if a general aviation is used although it can be used by general-purpose hardware. 
[0010] This invention was made in view of such a situation, performs the check of operation in systems 
operation automatically, and aims at offer of the chemical trial data management system which can guarantee 
GLP etc. certainly. 
[0011] 

[Means for Solving the Problem] In order to attain the above-mentioned purpose, the chemical trial data 
management system of this invention A procedure storage means to manage data, such as symptom change of 
the living body at the time of medicating a living body with a chemical, and to be a chemical trial data 
management system and to memorize the procedure of a check of operation, A check activation means to 
perform a check of operation automatically according to the procedure of the check of operation memorized 
by the storing means and the above-mentioned procedure storage means as a result of storing the result of 
the above-mentioned check of operation, Let it be a summary to have the contrast means, as a result of 
contrasting the result of the check of operation by the above-mentioned check activation means with the 
result of the check of operation in which it is stored by the result storing means. 

[0012] Namely, the chemical trial data management system of this invention As a result of storing a procedure 
storage means to memorize the procedure of a check of operation, and the result of the above-mentioned 
check of operation, a storing means, It has the contrast means, as a result of contrasting with the result of the 
check of operation in which the result of the check of operation by check activation means to perform a check 
of operation automatically according to the procedure of the check of operation memorized by the above- 
mentioned procedure storage means, and the above-mentioned check activation means is stored by the result 
storing means. For this reason, that inspection result is both stored as if the procedure of the check of 
operation on the occasion of the acceptance inspection at the time of system installation is memorized for 
example. And from the 2nd check of operation, a check activation means can perform a check of operation 
automatically, and an inspection result can be judged as contrasted with the result of the check of operation 
at the time of the system installation in which the result is stored by the result storing means. 
[0013] Thus, what the staff of 2 - trinominal had taken the time amount for three months or more 
conventionally comes to be completed by 1 ******** by performing the check of the 2nd henceforth of 
operation automatically. Therefore, not only the periodical check of operation in systems operation but when it 
updates operation system and other software which is not in cooperation, a check of operation can be 
performed frequently and GLP etc. can be guaranteed certainly. Moreover, since a check of operation can be 
carried out at eye the top, a general aviation can be used now and the introductory cost of a system can be 
reduced sharply. 

[0014] While memorizing the procedure of a check of operation in which a procedure storage means is 
performed at the time of system installation, in the chemical trial data management system of this invention In 
storing the result of the check of a result storing means of operation at the time of the above-mentioned 
system installation In order to memorize the procedure of the check of operation inevitably performed at the 
time of a receiving inspection and to perform the check of the 2nd henceforth of operation, Even if it is not a 
uniform package system but the system customized for every system acceptance place, a required check of 
operation can be automatically performed for every acceptance place 2nd henceforth. 
[0015] In the chemical trial data management system of this invention, since data processing with the huge 
and various toxicity test of the chemical which used the animal as a living body is required to be what is used 
for the toxicity test of the chemical using the animal as a living body, the effectiveness that it is called for that 
the introductory cost of a system is low and it can use a general aviation is remarkable, and effective. 
[0016] 

[Embodiment of the Invention] Below, the gestalt of operation of this invention is explained in detail. 

[0017] Drawing 1 is the system configuration Fig. showing the gestalt of 1 operation of the chemical trial data 

management system of this invention. This system is equipped with the data storage section 7 which stores 
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the inputted data, a total result, etc. via a data input means 3 to input various kinds of data, such as an 
amount, clinical findings, etc. of the weight when actually medicating an animal with a chemical, food, water, 
urine, etc., a data-processing means 4 to receive the data inputted into this data input means 3, and to 
process a total etc., and the above-mentioned data-processing means 4. In drawing, 13 is storage, such as a 
hard disk, and 1 4 is the computer apparatus equipped with a central processing unit, memory, etc. 
[0018] Moreover, the display 6 which displays various kinds of information as a data output means 5 to output 
to a document etc. the data to which the total etc. was carried out with the above-mentioned data-processing 
means 4, at the time of a data input and data output is formed. 

[0019] Here, the usual employment is performed by each means which mentioned the above-mentioned 
system above. Moreover, the acceptance inspection conducted at the time of the system installation before 
going into employment of a system actually inputs various kinds of data into the data input means 3, makes a 
total etc. carry out to the data-processing means 4, and it is conducted by leaving the obtained exact total 
result as record while checking that an exact total result is obtained. 

[0020] The result of an acceptance inspection is saved also as electronic forms outputted from the data 
output means while being stored in the result storing means 1 1 and kept. 

[0021] And a procedure storage means 8 to memorize the procedure of the check of operation at the time of 
the acceptance inspection mentioned above, and a check activation means 9 to read the verification 
procedure of operation memorized by this procedure storage means 8, and to perform automatically are 
formed in the above-mentioned system. With this check activation means 9, the check of the 2nd henceforth 
of operation is performed after acceptance-inspection termination by the same procedure as the above- 
mentioned acceptance inspection at the time of arbitration. 

[0022] Moreover, the check result of operation performed with the above-mentioned check activation means 9 
is received, and as a result of contrasting with the check result of operation at the time of the acceptance 
inspection stored in the result storing means 11, the contrast means 10 is formed in the above-mentioned 
system. Furthermore, the check result storing section 12 which stores in the above-mentioned system the 
contrast result contrasted with the result contrast means 10 with a check result of operation is formed. 
Moreover, the above-mentioned contrast result and a check result of operation are outputted from the data 
output means 5. 

[0023] Below, actuation of the above-mentioned chemical trial data management system is explained based on 
the flow chart shown in drawing 2 . In addition, in drawing, "S" means a step. 

[0024] First, an acceptance inspection is started at the time of installation of a system (S1). By this 
acceptance inspection, it checks that data of weight, food, water, urine, etc., such as an amount and 
pathological findings, are inputted into the data input means 3, make a total etc. carry out to the data- 
processing means 4, and an exact total result is obtained. 

[0025] At this time, storage of the operations sequence of the above-mentioned acceptance inspection is 
performed with the procedure storage means 8 (S2). Specifically, the procedure of processings, such as a total 
of the data inputted as data inputs, such as weight, food, and water, is memorized. And after the exact total 
result of the inputted data is checked and an acceptance inspection is completed, the check result of 
operation in an acceptance inspection is stored in the result storing means 1 1 (S3). 

[0026] Termination of an acceptance inspection starts actual operation of a system (S4). And employment of a 
system is continued within the usual business, without performing the check of the 2nd henceforth of 
operation. 

[0027] When performing the check of the 2nd henceforth of operation, the verification procedure of operation 
at the time of the acceptance inspection memorized by the procedure storage means is read (S5-S6), and 
processing of a total of the data which are the completely same procedure as the acceptance inspection 
performed, and were inputted as data inputs, such as weight, food, and water, by the check activation means 9 
etc. is performed (S7). 

[0028] And contrasting with the check result of the acceptance inspection in which this check result of 
operation is stored by the result storing means 1 1 of operation with the contrast means 1 0 a result is 
performed after activation of a check of operation (S8). Here, in this check of operation, the judgment of 
whether the same result as the check result of operation at the time of an acceptance inspection was 
obtained is performed automatically. 

[0029] Subsequently, storing and saving them in (S9) check result storing section 1 2, while outputting this 
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check result of operation and contrast result with the data output means 5 is performed (S10). And return and 
the usual systems operation are again started by step 4. 

[0030] Thus, according to the above-mentioned chemical trial data management system, what the staff of 2 - 
trinominal had taken the time amount for three months or more conventionally comes to be completed by 1 
******** by performing the check of the 2nd henceforth of operation automatically. Therefore, not only the 
periodical check of operation in systems operation but when it updates operation system and other software 
which is not in cooperation, a check of operation can be performed frequently and GLP etc. can be guaranteed 
certainly. Moreover, since a check of operation can be carried out at eye the top, a general aviation can be 
used now and the introductory cost of a system can be reduced sharply. 

[0031] Moreover, in order to memorize the procedure of the check of operation inevitably performed at the 
time of a receiving inspection and to perform the check of the 2nd henceforth of operation, even if it is not a 
uniform package system but the system customized for every system acceptance place, a required check of 
operation can be automatically performed for every acceptance place 2nd henceforth. 
[0032] Such a chemical trial data management system is used suitable for the toxicity test of the chemical 
which used the animal as a living body. It is because the effectiveness that it is called for that the introductory 
cost of a system is low and it can use a general aviation since data processing with the huge and various 
toxicity test of the chemical using the animal as a living body is required is remarkable and effective. 
[0033] In addition, although the check result of the acceptance inspection at the time of system installation of 
operation is stored in the result storing means 1 1 and the check result of operation was contrasted with the 
check result of operation at the time of the above-mentioned acceptance inspection in the check of the 2nd 
henceforth of operation with the gestalt of the above-mentioned implementation The check result of the 2nd 
henceforth of operation is stored in the storing means 1 1 each time, and you may make it contrast a check 
result of operation with the last check result of operation in a next check of operation not the thing to limit to 
this but a result. 

[0034] Moreover, although the verification procedure of the acceptance inspection at the time of system 
installation of operation is memorized for the procedure storage means 8 and the operations sequence at the 
time of the above-mentioned acceptance inspection was made to perform a check of operation for it in the 
check of the 2nd henceforth of operation with the gestalt of the above-mentioned implementation The 
verification procedure of the 2nd henceforth of operation is memorized for the procedure storage means 8 
instead of what is limited to this each time, and it may be made to carry out a check of operation to it by the 
last verification procedure of operation in a next check of operation. 

[0035] Moreover, the system of this invention is applicable to the toxicity test of the chemical which used the 
animal as a living body, a drug effect pharmacological test and a general pharmacological test before going into 
the safety test by the animal, a drug dynamic body trial, or the clinical trial to which GCP (Good Clinical 
Practice of drugs) is applied. Moreover, applying to the trial of non-GLP is also possible. The same operation 
effectiveness is done so also by these cases. 

[0036] In addition, in this invention, a chemical is the meaning which is not limited to drugs and contains 
various kinds of chemicals including agricultural chemicals, a food additive, and skin external preparations. 
[0037] 

[Effect of the Invention] As mentioned above, according to the chemical trial data management system of this 
invention, what the staff of 2 - trinominal had taken the time amount for three months or more conventionally 
comes to be completed by 1 ******** by performing the check of the 2nd henceforth of operation 
automatically. Therefore, not only the periodical check of operation in systems operation but when it updates 
operation system and other software which is not in cooperation, a check of operation can be performed 
frequently and GLP etc. can be guaranteed certainly. Moreover, since a check of operation can be carried out 
at eye the top, a general aviation can be used now and the introductory cost of a system can be reduced 
sharply. 
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TECHNICAL FIELD 



[Field of the Invention] This invention relates to the chemical trial data management system which records 
symptom change of the living body at the time of medicating a living body with a chemical etc. 
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PRIOR ART 



[Description of the Prior Art] In addition to this, checking them by the nonclinical test which uses animals, 
such as a rat and a mouse, before drugs, agricultural chemicals and a food additive, and safeties to the body, 
such as carcinogenic, toxicity, etc. of a chemical, go into a clinical trial although a clinical trial is performed in 
advance of marketing is performed. 

[0003] Safety tests, such as a chemical which used such an animal The single-dose toxicity study to which 
toxicity will occur if a medicine is prescribed for the patient how much per time, and the toxic description 
carries out something for whether being **, The repeated-dose toxicity study which clarifies the dosage and 
the toxic description that the dosage and a toxic change to which toxicity sees and is stopped at the time of 
repeated-dose administration see, and are not stopped, The reproduction test which clarifies effect affect 
reproduction of a parent animal, effect about next-generation generating, etc., The mutagenicity test which 
clarifies existence of the property which induces the matter which shows trauma nature to DNA, and mutation 
is begun, and various kinds of trials, such as a carcinogenicity trial, a skin sensitization test, skin 
photosensitization study, and dependence study, are performed. 

[0004] Each above-mentioned trial actually medicates an animal with a chemical, and is performed by analyzing 
the data which extracted by performing measurement of the amount of weight, food, water, urine, etc., 
biochemical inspection and hemology-inspection, observation of a clinical manifestation, various kinds of 
pathological findings, etc. 

[0005] Since such a safety test is performed in advance of the clinical trial which actually medicates the body 
with the chemical and performs it and the body is finally affected, it is necessary to understand correctly the 
effect a chemical affects a living body, and to analyze it. For this reason, the computer system has been used 
for record, and management and analysis of data from the former. 

[0006] As mentioned above, since chemicals including drugs are what affects the body, severe criteria are 
prepared in the data control of the above safety tests in each government office including the Ministry of 
Health and Welfare so that an alteration may not be added to data. Such a standard is named generically, and 
is called "GLP (Good Laboratory Practice)", and the computer system which manages data with a natural 
thing also needs to fulfill the standard of GLP. 

[0007] And although it cannot be overemphasized that the design of a system itself needs to conform to GLP, 
when the above-mentioned system introduces a system, it needs the check of operation at the time of the 
installation which checks whether GLP is suited and it operates certainly (acceptance inspection). In GLP, it is 
to be said that the defect of a system is in the acceptance side of a system, and importance is extremely 
attached to the acceptance inspection, the checks [ above on the other hand ] of operation — not only the 
time of installation but the inside of systems operation — every fixed period — or when some systems have 
version up, it must check suiting GLP and operating certainly again, must leave as a document, and must 
guarantee that there is no alteration not only in the alteration of data but in the system itself. 
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EFFECT OF THE INVENTION 



[Effect of the Invention] As mentioned above, according to the chemical trial data management system of this 
invention, what the staff of 2 - trinominal had taken the time amount for three months or more conventionally 
comes to be completed by 1 ******** by performing the check of the 2nd henceforth of operation 
automatically. Therefore, not only the periodical check of operation in systems operation but when it updates 
operation system and other software which is not in cooperation, a check of operation can be performed 
frequently and GLP etc. can be guaranteed certainly. Moreover, since a check of operation can be carried out 
at eye the top, a general aviation can be used now and the introductory cost of a system can be reduced 
sharply. 
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TECHNICAL PROBLEM 



[Problem(s) to be Solved by the Invention] 

[0009] However, by the conventional system, the check of operation had to take remarkable time amount and 
time and effort, and it had to carry out over the time amount for three months or more at the staff of 2 - 
trinominal in the usual system. For this reason, although the acceptance inspection at the time of system 
installation is conducted, once a system begins operation, the actual condition is that the periodical check of 
operation etc. was not performed at all. The software itself had become what also has the introductory, very 
high cost of a system from such a situation, in order that [ this ] at least update of operation system or other 
software which is not in cooperation might prepare a special-purpose machine substantially since a check of 
operation is needed if a general aviation is used although it can be used by general-purpose hardware. 
[0010] This invention was made in view of such a situation, performs the check of operation in systems 
operation automatically, and aims at offer of the chemical trial data management system which can guarantee 
GLP etc. certainly. 
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MEANS 



[Means for Solving the Problem] In order to attain the above-mentioned purpose, the chemical trial data 
management system of this invention A procedure storage means to manage data, such as symptom change of 
the living body at the time of medicating a living body with a chemical, and to be a chemical trial data 
management system and to memorize the procedure of a check of operation, A check activation means to 
perform a check of operation automatically according to the procedure of the check of operation memorized 
by the storing means and the above-mentioned procedure storage means as a result of storing the result of 
the above-mentioned check of operation, Let it be a summary to have the contrast means, as a result of 
contrasting the result of the check of operation by the above-mentioned check activation means with the 
result of the check of operation in which it is stored by the result storing means. 

[0012] Namely, the chemical trial data management system of this invention As a result of storing a procedure 
storage means to memorize the procedure of a check of operation, and the result of the above-mentioned 
check of operation, a storing means, It has the contrast means, as a result of contrasting with the result of the 
check of operation in which the result of the check of operation by check activation means to perform a check 
of operation automatically according to the procedure of the check of operation memorized by the above- 
mentioned procedure storage means, and the above-mentioned check activation means is stored by the result 
storing means. For this reason, that inspection result is both stored as if the procedure of the check of 
operation on the occasion of the acceptance inspection at the time of system installation is memorized for 
example. And from the 2nd check of operation, a check activation means can perform a check of operation 
automatically, and an inspection result can be judged as contrasted with the result of the check of operation 
at the time of the system installation in which the result is stored by the result storing means. 
[0013] Thus, what the staff of 2 - trinominal had taken the time amount for three months or more 
conventionally comes to be completed by 1 ******** by performing the check of the 2nd henceforth of 
operation automatically. Therefore, not only the periodical check of operation in systems operation but when it 
updates operation system and other software which is not in cooperation, a check of operation can be 
performed frequently and GLP etc. can be guaranteed certainly. Moreover, since a check of operation can be 
carried out at eye the top, a general aviation can be used now and the introductory cost of a system can be 
reduced sharply. 

[0014] While memorizing the procedure of a check of operation in which a procedure storage means is 
performed at the time of system installation, in the chemical trial data management system of this invention In 
storing the result of the check of a result storing means of operation at the time of the above-mentioned 
system installation In order to memorize the procedure of the check of operation inevitably performed at the 
time of a receiving inspection and to perform the check of the 2nd henceforth of operation, Even if it is not a 
uniform package system but the system customized for every system acceptance place, a required check of 
operation can be automatically performed for every acceptance place 2nd henceforth. 
[0015] In the chemical trial data management system of this invention, since data processing with the huge 
and various toxicity test of the chemical which used the animal as a living body is required to be what is used 
for the toxicity test of the chemical using the animal as a living body, the effectiveness that it is called for that 
the introductory cost of a system is low and it can use a general aviation is remarkable, and effective. 
[0016] 

[Embodiment of the Invention] Below, the gestalt of operation of this invention is explained in detail. 

[0017] Drawing 1 is the system configuration Fig. showing the gestalt of 1 operation of the chemical trial data 

management system of this invention. This system is equipped with the data storage section 7 which stores 
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the inputted data, a total result, etc. via a data input means 3 to input various kinds of data, such as an 
amount, clinical findings, etc. of the weight when actually medicating an animal with a chemical, food, water, 
urine, etc., a data-processing means 4 to receive the data inputted into this data input means 3, and to 
process a total etc., and the above-mentioned data-processing means 4. In drawing, 13 is storage, such as a 
hard disk, and 1 4 is the computer apparatus equipped with a central processing unit, memory, etc. 
[0018] Moreover, the display 6 which displays various kinds of information as a data output means 5 to output 
to a document etc. the data to which the total etc. was carried out with the above-mentioned data-processing 
means 4, at the time of a data input and data output is formed. 

[0019] Here, the usual employment is performed by each means which mentioned the above-mentioned 
system above. Moreover, the acceptance inspection conducted at the time of the system installation before 
going into employment of a system actually inputs various kinds of data into the data input means 3, makes a 
total etc. carry out to the data-processing means 4, and it is conducted by leaving the obtained exact total 
result as record while checking that an exact total result is obtained. 

[0020] The result of an acceptance inspection is saved also as electronic forms outputted from the data 
output means while being stored in the result storing means 1 1 and kept. 

[0021] And a procedure storage means 8 to memorize the procedure of the check of operation at the time of 
the acceptance inspection mentioned above, and a check activation means 9 to read the verification 
procedure of operation memorized by this procedure storage means 8, and to perform automatically are 
formed in the above-mentioned system. With this check activation means 9, the check of the 2nd henceforth 
of operation is performed after acceptance-inspection termination by the same procedure as the above- 
mentioned acceptance inspection at the time of arbitration. 

[0022] Moreover, the check result of operation performed with the above-mentioned check activation means 9 
is received, and as a result of contrasting with the check result of operation at the time of the acceptance 
inspection stored in the result storing means 11, the contrast means 10 is formed in the above-mentioned 
system. Furthermore, the check result storing section 1 2 which stores in the above-mentioned system the 
contrast result contrasted with the result contrast means 10 with a check result of operation is formed. 
Moreover, the above-mentioned contrast result and a check result of operation are outputted from the data 
output means 5. 

[0023] Below, actuation of the above-mentioned chemical trial data management system is explained based on 
the flow chart shown in drawing 2 . In addition, in drawing, "S" means a step. 

[0024] First, an acceptance inspection is started at the time of installation of a system (S1). By this 
acceptance inspection, it checks that data of weight, food, water, urine, etc., such as an amount and 
pathological findings, are inputted into the data input means 3, make a total etc. carry out to the data- 
processing means 4, and an exact total result is obtained. 

[0025] At this time, storage of the operations sequence of the above-mentioned acceptance inspection is 
performed with the procedure storage means 8 (S2). Specifically, the procedure of processings, such as a total 
of the data inputted as data inputs, such as weight, food, and water, is memorized. And after the exact total 
result of the inputted data is checked and an acceptance inspection is completed, the check result of 
operation in an acceptance inspection is stored in the result storing means 1 1 (S3). 

[0026] Termination of an acceptance inspection starts actual operation of a system (S4). And employment of a 
system is continued within the usual business, without performing the check of the 2nd henceforth of 
operation. 

[0027] When performing the check of the 2nd henceforth of operation, the verification procedure of operation 
at the time of the acceptance inspection memorized by the procedure storage means is read (S5-S6), and 
processing of a total of the data which are the completely same procedure as the acceptance inspection 
performed, and were inputted as data inputs, such as weight, food, and water, by the check activation means 9 
etc. is performed (S7). 

[0028] And contrasting with the check result of the acceptance inspection in which this check result of 
operation is stored by the result storing means 1 1 of operation with the contrast means 1 0 a result is 
performed after activation of a check of operation (S8). Here, in this check of operation, the judgment of 
whether the same result as the check result of operation at the time of an acceptance inspection was 
obtained is performed automatically. 

[0029] Subsequently, storing and saving them in (S9) check result storing section 12, while outputting this 
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check result of operation and contrast result with the data output means 5 is performed (S10). And return and 
the usual systems operation are again started by step 4. 

[0030] Thus, according to the above-mentioned chemical trial data management system, what the staff of 2 - 
trinominal had taken the time amount for three months or more conventionally comes to be completed by 1 
******** by performing the check of the 2nd henceforth of operation automatically. Therefore, not only the 
periodical check of operation in systems operation but when it updates operation system and other software 
which is not in cooperation, a check of operation can be performed frequently and GLP etc. can be guaranteed 
certainly. Moreover, since a check of operation can be carried out at eye the top, a general aviation can be 
used now and the introductory cost of a system can be reduced sharply. 

[0031] Moreover, in order to memorize the procedure of the check of operation inevitably performed at the 
time of a receiving inspection and to perform the check of the 2nd henceforth of operation, even if it is not a 
uniform package system but the system customized for every system acceptance place, a required check of 
operation can be automatically performed for every acceptance place 2nd henceforth. 
[0032] Such a chemical trial data management system is used suitable for the toxicity test of the chemical 
which used the animal as a living body. It is because the effectiveness that it is called for that the introductory 
cost of a system is low and it can use a general aviation since data processing with the huge and various 
toxicity test of the chemical using the animal as a living body is required is remarkable and effective. 
[0033] In addition, although the check result of the acceptance inspection at the time of system installation of 
operation is stored in the result storing means 1 1 and the check result of operation was contrasted with the 
check result of operation at the time of the above-mentioned acceptance inspection in the check of the 2nd 
henceforth of operation with the gestalt of the above-mentioned implementation The check result of the 2nd 
henceforth of operation is stored in the storing means 1 1 each time, and you may make it contrast a check 
result of operation with the last check result of operation in a next check of operation not the thing to limit to 
this but a result. 

[0034] Moreover, although the verification procedure of the acceptance inspection at the time of system 
installation of operation is memorized for the procedure storage means 8 and the operations sequence at the 
time of the above-mentioned acceptance inspection was made to perform a check of operation for it in the 
check of the 2nd henceforth of operation with the gestalt of the above-mentioned implementation The 
verification procedure of the 2nd henceforth of operation is memorized for the procedure storage means 8 
instead of what is limited to this each time, and it may be made to carry out a check of operation to it by the 
last verification procedure of operation in a next check of operation. 

[0035] Moreover, the system of this invention is applicable to the toxicity test of the chemical which used the 
animal as a living body, a drug effect pharmacological test and a general pharmacological test before going into 
the safety test by the animal, a drug dynamic body trial, or the clinical trial to which GCP (Good Clinical 
Practice of drugs) is applied. Moreover, applying to the trial of non-GLP is also possible. The same operation 
effectiveness is done so also by these cases. 

[0036] In addition, in this invention, a chemical is the meaning which is not limited to drugs and contains 
various kinds of chemicals including agricultural chemicals, a food additive, and skin external preparations. 



[Translation done.] 



http://www4.ipdLncipi.go.jp/cgi-bin/tran_web_cgLeije 



6/20/2006 



' JP.2001-1 16744.A [DESCRIPTION OF DRAWINGS] Page 1 of 1 

* NOTICES * 

JPO and NCIPI are not responsible for any 
damages caused by the use of this translation. 

1. This document has been translated by computer. So the translation may not reflect the original precisely. 

2. **** shows the word which can not be translated. 
3.1n the drawings, any words are not translated. 



DESCRIPTION OF DRAWINGS 



[Brief Description of the Drawings] 

[Drawing 1] It is the system configuration Fig. showing the gestalt of 1 operation of the chemical trial data 
management system of this invention. 

[Drawing 2] It is a flow chart Fig. explaining actuation of the above-mentioned chemical trial data management 
system. 

[Description of Notations] 

8 Procedure Storage Means 

9 Check Activation Means 

10 Result Contrast Means 

1 1 Result Storing Means 
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DRAWINGS 



[Drawing 1] 
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